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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE THREE MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

• Extensions of time may be available under the provisions of 37 CFR 1 .1 36 (a). In no event, however, may a reply be timely filed after SIX (6) MONTHS from the 
mailing date of this communication. 

• If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timery. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Arty reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)8 Responsive to communication(s) filed on Jan 7, 2002 

2a) □ This action is FINAL. 2b) 53 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1; 453 O.G. 213. 

Disposition of Claims 

4) 63 Claim(s) 20-40 is/are pending in the application. 



4a) Of the above, claim(s) 
5)D Claim (s) 



6)53 Claim (s) 20-40 

1)U Claim(s) 

8)D Claims 



is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9)D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are a) □ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawinpj(s) be held in abeyance. See 37 CFR 1.85(a). 

1 1) D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 63 Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a) 6(1 All b)D Some* c)D None of: 

1 . 53 Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 



3. □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 
a)D The translation of the foreign language provisional application has been received. 

15) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 

Attachment(s) 

1) 63 Notic * of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). 

2) D Notice of Oraftsperson's Patent Drawing Review (PT0-948) 5) Q Notice of Informal Patent Application (PT0-152) 

3) 53 Information Disclosure Statement(s) (PTO-1449) Paper No(s). fa 8) □ Other: 
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This application currently names joint inventors. In considering patentability 
of the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter 
of the various claims was commonly owned at the time any inventions covered 
therein were made absent any evidence to the contrary. Applicant is advised of the 
obligation under 37 CFR 1.56 to point out the inventor and invention dates of each 
claim that was not commonly owned at the time a later invention was made in order 
for the examiner to consider the applicability of 35 U.S.C. 103© and potential 35 
U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the subject 
matter which the applicant regards as his invention. 

Claims 21, 29, 30, 33 and 34 are rejected under 35 U.S.C. 1 12, second 
paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. 

A broad range or limitation together with a narrow range or limitation that 
falls within the broad range or limitation (in the same claim) is considered 
indefinite, since the resulting claim does not clearly set forth the metes and bounds 
of the patent protection desired. Note the explanation given by the Board of Patent 
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Appeals and Interferences in Ex parte Wu, 10 USPQ2d 2031, 2033 (Bd. Pat. App. 
& Inter. 1989), as to where broad language is followed by "such as" and then 
narrow language. The Board stated that this can render a claim indefinite by raising 
a question or doubt as to whether the feature introduced by such language is (a) 
merely exemplary of the remainder of the claim, and therefore not required, or (b) a 
required feature of the claims. Note also, for example, the decisions of Ex parte 
Steigewald, 131 USPQ 74 (Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 
1948); and Ex parte Hasche, 86 USPQ 481 (Bd. App. 1949). In the present 
instance, claim 21 recites the broad recitation "an insulin sensitiser", and the claim 
also recites "such as Compound (I), which is the narrower statement of the 
range/limitation. 

In claim 29 the recitation of "selected from the list consisting of rather than 
"selected from the group consisting of, is improper Markush Language. 

Claims 29, 30 and 34 contain the trademarks/trade names EUDRAGIT L 
100-55, AQUATERIC, SURETERIC, HPMCP-HP-555, HPMCP-HPS ? , 
CARBOPOL 97 IP and METHOCEL K4M. Where a trademark or trade name is 
used in a claim as a limitation to identify or describe a particular material or 
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product, the claim does not comply with the requirements of 35 U.S.C. 1 12, second 
paragraph. See Ex parte Simpson, 218 USPQ 1020 (Bd. App. 1982). The claim 
scope is uncertain since the trademark or trade name cannot be used properly to 
identify any particular material or product. A trademark or trade name is used to 
identify a source of goods, and not the goods themselves. Thus, a trademark or 
trade name does not identify or describe the goods associated with the trademark or 
trade name. In the present case, the trademark/trade name is used to 
identify/describe specific proprietary compounds, which are members of groups of 
compounds identifiable generically and, accordingly, the identification/description 
is indefinite. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth 
in section 102 of this title, if the differences between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

Claims 20-40 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Chen et al US 6,099,862 in view of EP 0 861 666 A2. The Chen et al reference 
shows a controlled release composition comprised of an antidiabetic agent and a 
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sulfonylurea. The antidiabetic agent can be metformin or buformin. See column 3, 
lines 11-21, examples 1-2. Conventional excipients are used in admixing 
granulating and tableting the compositions modified to release the active agents. 
See column 3, line 22 through column 4. The reference does not show applicants' 
particular insulin sensitisers. EP 0 861 666 A2 is relied on for teaching it is known 
to use insulin sensitisers in combination with a biguanide, sulfonylurea or other 
antidiabetic agent. See Abstract, page 8, lines 32-58, page 9, lines 39-55, page 10, 
lines 28-31. The prior art shows conventional tablet making processes. One skill in 
the art would readily determine modifications to form matrices or layered tablets to 
tailor release rates as desired. It would have been obvious to one of ordinary skill 
in the art to use the insulin sensitisers of the EP reference in the Chen et al 
controlled release tablets. The motivation being a desire to provide optimum serum 
glucose control. It would be reasonable to use such combinations because in using 
the combinations one would obtain a synergistic effect, which would enhance the 
desired expected results. See EP 0 861 666 A2 page 1 1, lines 21-27. 
Claims 20-40 are rejected. 
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Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to James M. Spear whose telephone number is 703 
308 2457, The examiner can normally be reached on Monday thru Friday from 
6:30 AM to 3 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Thurman Page, can be reached on (703) 308 2927. The fax 
phone number for the organization where this application or proceeding is assigned 
is 703 305 3592 or 703 308 4556. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703 
308 1235. 

James M. Spear 
April 21, 2003 




JAMES M. SPEAR 
PRIMARY EXAMINER 
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